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International application No. 
PCT/GB99/03731 


International filing date (day/month/year) 
09/11/1999 


Priority date (day/month/year) 
11/11/1998 


International Patent Classification (IPC) or national classification and IPC 
A61K31/35 


Applicant 

HEWLETT HEALTHCARE LIMITED et al. 



1. This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. 

2. This REPORT consists of a total of 7 sheets, including this cover sheet. 

□ This report is also accompanied by ANNEXES, i.e. sheets of the description, claims and/or drawings which have 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority 
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of sheets. 



3. This report contains indications relating to the following items: 

I SI Basis of the report 

II □ Priority 

III S Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

IV □ Lack of unity of invention 

V (3 Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 

citations and explanations suporting such statement 

VI S Certain documents cited 

VII S Certain defects in the international application 

VIII K Certain observations on the international application 



Date of submission of the demand 



19/05/2000 



Date of completion of this report 



16.01.2001 



Name and mailing address of the international 
preliminary examining authority: 
European Patent Office 

D-80298 Munich 
Tel. +49 89 2399 - 0 Tx: 523656 epmu d 

Fax: +49 89 2399 - 4465 



Authorized officer 
Isert, B 

Telephone No. +49 89 2399 8691 
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INTERNATIONAL PRELIMINARY 
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International application No. PCT/GB99/03731 



I. Basis of the report 

1 . This report has been drawn on the basis of (substitute sheets which have been furnished to the receiving Office in 
response to an invitation under Article 14 are referred to in this report as "originally filed" and are not annexed to 
the report since they do not contain amendments (Rules 70. 16 and 70.17).): 
Description, pages: 

1 -59 as originally filed 



Claims, No.: 

1 -29 as originally filed 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under Rule 
55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in 
the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been furnished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

5. □ This report has been established as if (some of) the amendments had not been made, since they have been 

considered to go beyond the disclosure as filed (Rule 70.2(c)): 
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(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 
report.) 



6. Additional observations, if necessary: 



III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

1. The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non- 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application. 

claims Nos. 1 ,4 (both in part); 24, 26-29. 



because: 

H the said international application, or the said claims Nos. 24,26-29 (for industrial applicability) relate to the 
following subject matter which does not require an international preliminary examination (specity): 
see separate sheet 



□ the description, claims or drawings (indicate particular elements beloW) or said claims Nos. are so unclear 
that no meaningful opinion could be formed (specify): 



□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

S no international search report has been established for the said claims Nos. 1 ,4 (in part). 

2. A meaningful international preliminary examination report cannot be carried out due to the failure of the nucleotide 
and/or amino acid sequence listing to comply with the standard provided for in Annex C of the Administrative 
Instructions: 

□ the written form has not been furnished or does not comply with the standard. 

□ the computer readable form has not been furnished or does not comply with the standard. 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. Statement 



Novelty (N) Yes: 

No: 

Inventive step (IS) Yes: 

No: 

Industrial applicability (IA) Yes: 



Claims 7,9-1 1,13-15,1 7-20,22,27-29 

Claims 1 -6,8, 1 2, 1 6,21 ,23-26 

Claims 

Claims 1-29 

Claims 1-23,25 
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No: Claims see Separate Sheet 

2. Citations and explanations 
see separate sheet 

VI. Certain documents cited 

1. Certain published documents (Rule 70.10) 

and / or 

2. Non-written disclosures (Rule 70.9) 
see separate sheet 

VII. Certain defects in the international application 

The following defects in the form or contents of the international application have been noted: 
see separate sheet 

VIII. Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the question whether the 
claims are fully supported by the description, are made: 
see separate sheet 
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SECTION III 

1) . Claims 24,26-29 relate to subject-matter considered by this Authority to be 

covered by the provisions of Rule 67.1 (iv) PCT. Consequently, no opinion will be 
formulated with respect to the industrial applicability of the subject-matter of these 
claims (Article 34(4)(a)(i) PCT). 

2) . Claims 1 and 4 are examined on matter which has been searched. See the 

remarks made on form PCT/ISA/210. 



SECTION V: 

3). The following documents (D) cited in the International search report are referred 
to in this communication; the numbering will be adhered to in the rest of the 
procedure: 

D1 = WO-A- 98 51300 
D2 = US-A-4 232 012 
D3 = GB-A- 1 525 294 
D4 = GB-A- 1 595 220 

D5 = WO-A- 85 00015 (also cited in the application) 

Unless indicated otherwise reference is made to the relevant passages 
emphasized in the search report. 

3.1 The intermediate document D1 comprises essential parts of the present 
application (cf. the Exmples); however, no emphasis is put on a certain 
disintegrant to chromone ratio. 

D1 is relevant for the subject-matter of present claims 1-5,7,10-12,14,15,17-29. 
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4) . Novelty: 

The subject-matter of Claims 1-6,8,12,16,21,23-26 is not novel. 

The documents D2,D3,D4 and D5 disclose antiallergic cromoglycine tablets, 
which may be enteric coated (D2,D4), comprise a surfactant (D3), and 
disintegrant material in a ratio of at least 1 .2 : 1 chromone (D2). 

5) . Inventive step: 

The subject-matter of the claims 1-29 is not considered inventive: 

The present application relates to enteric release formulations comprising 
chromones. Similar formulations are known from D2, D3,D4 and D5, which 
however do not comprise the particular features found in preseni claims 9 and 10 
(ratio, coated pellets), eg. 

The problem to be solved by the present application is to enhance the 
bioavailability of oral chromone formulations, cf. description pages 3-4. 
It has not been shown in the present application that the use of certain 
disintegrant:chromone ratio, or of spherical pellets, resp., brings about the desired 
effect. 

Hence, there is at present no indication for the presence of an inventive step. 

6) . Industrial applicability 

6.1 The pharmaceutical compositions and uses according to claims 1-23,25 are 
considered industrially applicable under Article 33 (4) PCT. 

6.2 For the assessment of the present claims 24,26-29 on the question whether they 
are industrially applicable, no unified criteria exist in the PCT. The patentability 
can also be dependent upon the formulation of the claims. The EPO, for example, 
does not recognize as industrially applicable the subject-matter of claims to the 
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use of a compound in medical treatment, but may allow, however, claims to a 
known compound for first use in medical treatment and the use of such a 
compound for the manufacture of a medicament for a new medical treatment. 

SECTION VI 

D1 = WO-A-9851300, publication date 19.11.98, filing date 11.05.98, priority date 10.05.97 
SECTION VII 

7) . Contrary to the requirements of Rule 5.1 (a)(ii) PCT, the relevant background art 

disclosed in the documents D1-D4 is not mentioned in the description, nor are 
these documents identified therein. 

8) . The formulation A3 at pages 43-44 seems to be incomplete in that there is no 

Sodium Cromoglycate. 



SECTION VIII 

9) . Claims 1 and 4 do not clearly define the matter for which protection is sought in 

tha the dissolution property may depend on both the chromone and the 
excipients. Moreover, the claims attempt to define the subject-matter in terms of 
the result to be achieved which merely amounts to a statement of the underlying 
problem. The technical features necessary for achieving this result should be 
added. Cf. claims 2,3,5-7. 

10) . The term "chromone" used in the claims apparently lacks sufficient ellucidation in 

the description. 

11) . The term "about" used in claims 5,9,11,1214,15 is apparently not defined in the 

description. Hence the corresponding amounts/ranges are not clear. 
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INTERNATIONAL SEARCH REPORT 

(PCTArticI 18andRul s 43 and 44) 



Applicant's or agent's file reference 

HEWF/P21824PC 


FOR FURTHER see Notification of Transmittal of International Search Report 

(Form PCT/ISA/220) as well as, where applicable, item 5 below. 

ACTION 


International application No. 

PCT/GB 99/03731 


International filing date (day/month/year) 

09/11/1999 


(Earliest) Priority Date (day/month/year) 

11/1 1/1998 


Applicant 

HEWLETT HEALTHCARE LIMITED et al . 



This International Search Report has been prepared by this International Searching Authority and is transmitted to the applicant 
according to Article 1 8. A copy is being transmitted to the International Bureau. 

This International Search Report consists of a total of 5 sheets. 

| X | It is also accompanied by a copy of each prior art document cited in this report. 



1 . Basis of the report 

a. With regard to the language, the international search was carried out on the basis of the international application in the 
language in which it was filed, unless otherwise indicated under this item. 

I I the international search was carried out on the basis of a translation of the international application furnished to this 
— 1 Authority (Rule 23.1 (b)). 

b. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international search 
was carried out on the basis of the sequence listing ; 

| | contained in the international application in written form. 
| | filed together with the international application in computer readable form, 
furnished subsequently to this Authority in written form, 
furnished subsequently to this Authority in computer readble form. 



□ 
□ 
□ 

□ 



the statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

the statement that the information recorded in computer readable form is identical to the written sequence listing has been 
furnished 



2. 
3. 



[X] Certain claims were found unsearchable (See Box t). 
| | Unity of Invention is lacking (see Box ll). 



4. With regard to the title, 

| | the text is approved as submitted by the applicant. 

| X | the text has been established by this Authority to read as follows: 

CHR0M0NE ENTERIC RELEASE FORMULATION 



With regard to the abstract, 

| X | the text is approved as submitted by the applicant. 

□ the text has been established, according to Rule 38.2(b), by this Authority as it appears in Box III. The applicant may, 
within one month from the date of mailing of this international search report, submit comments to this Authority. 

The figure of the drawings to be published with the abstract is Figure No, 

| | as suggested by the applicant. [X| None of the figures. 

[ | because the applicant failed to suggest a figure. 

| | because this figure better characterizes the invention. 
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Box I Obs rvationswh re rtain laims were found uns ar habl (Continuati n fiteml f first sheet) 



This International Search Report has not been established in respect of certain claims under Article 17(2)(a) for the following reasons: 

1. I Y l Claims Nos.: 

because they retate to subject matter not required to be searched by this Authority, namely: 

Although claims 24,26-29 are directed to a method of treatment of the 
human/animal body, the search has been carried out and based on the alleged 
effects of the composition. 

2. ^ Claims Nos.: ~ . 
because they relate to parts of the International Application that do not comply with the prescribed requirements to such 

- an extent that no-meaningful International Search can be carried out, specifically: 

see FURTHER INFORMATION sheet PCT/ISA/210 



3. Claims Nos.: M t . A *a t * *, \ 
because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6.4(a). 



B x II Observations where unity of invention is lacking (Continuation of item 2 of first sheet) 



This International Searching Authority found multiple inventions in this international application, as follows: 



1. XT1 As-all required additional search fees were timely paid by the applicant, this International Search Report covers all 
' ' searchable claims. 



2. As all searchable claims could be searched without effort justifying an additional fee, this Authority did not invite payment 

of any additional fee. 



3. I I As only some of the required additional search fees were timely paid by the applicant, this International Search Report 
I 1 covers only those claims for which fees were paid, specifically claims Nos.: 



4. I I No required additional search fees were timely paid by the applicant. Consequently, this International Search Report i 
restricted to the invention first mentioned in the claims; it is covered by claims Nos.: 



Remark on Protest | | The additional search fees were accompanied by the applicant's protest. 

| j No protest accompanied the payment of additional search fees. 
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FURTHER INFORMATION CONTINUED FROM PCT/ISA/ 210 



Continuation of Box 1.2 



Present claims 1,4, relate to a product defined by reference to a 
desirable dissolution property. 

The claims cover all products having this characteristic or property, 
whereas the application provides support within the meaning of Article 6 
PCT and/or disclosure within the meaning of Article 5 PCT for only a very 
limited number of such products. In the present case, the claims so lack 
support, and the application so lacks disclosure, that a meaningful 
search over the whole of the claimed scope 1s impossible. Independent of 
the above reasoning, the claims also lack clarity (Article 6 PCT). An 
attempt Is made to define the product by reference to a result to be 
achieved. Again, this lack of clarity in the present case 1s such as to 
render a meaningful search over the whole of the claimed scope 
Impossible. Consequently, the search has been carried out for those parts 
of the claims which appear to be clear, supported and disclosed, namely 
those parts relating to the oral drug delivery compositions comprising 
chromone according to claims 2,3,5-7 and the claims referlng thereto. 

The applicant's attention 1s drawn to the fact that claims, or parts of 
claims, relating to Inventions 1n respect of which no International 
search report has been established need not be the subject of an 
International preliminary examination (Rule 66.1(e) PCT). The applicant 
Is advised that the EPO policy when acting as an International 
Preliminary Examining Authority 1s normally not to carry out a 
preliminary examination on matter which has not been searched. This is 
the case Irrespective of whether or not the claims are amended following 
receipt of the search report or during any Chapter II procedure. 
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Application Mo 

'GB 99/03731 



A. CLASSIFICATION OF SUBJECT MATTER , 

IPC 7 A61K31/35 A61K9/50 



A61P37/00 



According to International Patent aassfflcation (IPC) or to both national dassHteation and IPC 



a FIELDS SEARCHED 



Mnfcnum documentation searched (ctassfflcation system folowed by classification symbols) 

IPC 7 A61K A61P 



Documentation searched other than mfcifcnum documentation to the extent that such documents are Included In the fields searched 



Bectronfc data base consulted during the International search (name of data base and, where practical, search terms used) 



a DOCUMENTS CONSIDERED TO BE RELEVANT 



Category* Citation of document, with bxfcafan, where appropriate, of the relevant passages 



Relevant to clahn No. 



x,p 



WO 98 51300 A (HEWLETT HEALTHCARE LIMITED) 
18 November 1998 (1998-11-18) 



* see In particular the claims; page 10 
line 8- page 11, line 26; page 13, lines 
9-13; Examples 1-3 * 

US 4 232 012 A (ORR THOMAS S C ET AL) 
4 November 1980 (1980-11-04) 

* see In particular Example 1; col .4, line 
40 - col . 5, line 33 * 

GB 1 525 294 A (FIS0NS LTD) 
20 September 1978 (1978-09-20) 

* see In particular claims 1,6,7; example 
6; page 1, lines 77-86 * 

-/- 



1-5,7, 
10-12, 
14,15, 
17-29 



1-6,8, 
16,21-26 



1,2,4,5, 
21,23-26 



Further documents are Isted In the continuation of box C. 



10 



Patent family members are Isted hi annex, 



* Special categories of cited documents : 

'A" document defying the general state of the art which Is not 

considered to be of particular relevance 
°E° earlier document but publshed on or after the International 
fling date 

"L p document which may throw doubts on priority dakn(8)or 
which rs crted to establish the publication date of another 
citation or other special reason (as specified) 

"O" document referring to an oral dscfoeure, use, exhtxtton or 
other means 

"P" document publshed prior to the iTtemational fling date but 
later than the priority date claimed 



T" later document published after the International fling date 
or priority date and not In corrflct with the applcatton but 
cited to understand the private or theory underlying the 
Invention 

"X" document of particular relevance; the claimed Invention 
cannot be considered novel or cannot be considered to 
Involve an Inventive step when the document Is taken alone 

"Y" document of particular relevance; the claimed Invention 

cannot be considered to Involve an Inventive step when the 
document Is combined with one or more other such docu- 
ments, such combination being obvious to a person sidled 
In the art 

a &" document member of the same patent tarrily 



Date of the actual completion of the International search 



24 January 2000 



Date of mailing of the International search report 



02. oi 



Name and maJIng address of the ISA 

European Patent Office, P.B. 581 8 Patentlaan 2 
NL-2280HVRQswtJc 
Tel. (431-70) 840-4044 Tx. 81 661 epo ni, 
Fax: (+31 -70) 340-301 6 



Authorized officer 



Isert, B 
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C(Continuation) DOCUMENTS CONSIDERED TO BE RELEVANT 



Category ° Citation of doounent with tnofeatlon, where appropriate, of the relevant passages 



Relevant to data No. 



GB 1 595 220 A (FISONS LTD) 
12 August 1981 (1981-08-12) 

* see In particular example 2; page 2, 
lines 3-34 * 

WO 85 00015 A (PHARMACIA AB) 
3 January 1985 (1985-01-03) 
cited In the application 

* see In particular example 4 * 



1,2,4,5, 

12,21, 

23-26 



1-5,21, 
23-26 



Form PCT718A/210 (oortfriuaflGn at second tteet) (JUy 1082) 
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date 
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WO 9851300 
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19-11- 


■1998 


AU 
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GB 


2324962 
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11-11-1998 


US 4232012 
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GB 
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AU 
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AU 
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1099641 
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CH 


629960 
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DE 


2756802 
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27-07-1978 










DK 


576077 


A 


26-07-1978 










FI 


773882 
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26-07-1978 










FR 


2377804 


A 


18-08-1978 










IL 


53693 


A 


13-09-1981 










JP 


53094038 


A 


17-08-1978 










LU 


78775 
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11-07-1978 










NL 


7800016 
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NO 


774400 
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26-07-1978 










SE 
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US 
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GB 1595220 



12-08-1981 



AU 


523616 


B 
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AU 


4265478 
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28-06-1979 


BE 


872918 
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20-06-1979 


CA 


1108992 
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15-09-1981 


CH 


641349 
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29-02-1984 


DE 


2855001 


A 


05-07-1979 


DK 


568278 


A 


24-06-1979 


FI 


783897 


A 


24-06-1979 


FR 


2412310 


A 


20-07-1979 


IE 


47539 


B 


18-04-1984 


IL 


56239 


A 


23-02-1983 


JP 


54089016 


A 


14-07-1979 


LU 


80721 


A 


07-09-1979 


NL 


7812344 


A 


26-06-1979 


NZ 


189255 


A 


31-05-1984 


SE 


7813062 
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24-06-1979 


ZA 


7807155 
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27-12-1979 



WO 8500015 
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03-01-1985 


AU 


3068784 A 


11-01-1985 








CA 


1226219 A 


01-09-1987 








DK 


69685 A,B, 


14-02-1985 








EP 


0130163 A 


02-01-1985 
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0145778 A 


26-06-1985 








FI 
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05-02-1985 








US 
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From the INTERNATIONAL SEARCHING AUTHORITY 



I O. 

ERIC POTTER CLARKSON 
Attn. BASSETT, RICHARD S. 

Park View House! comus partopp vm* 

58 The Ropewalk. — J - 

Nottingham NGl §BD c 
UNITED KINGDOM bz "7 FEB 2GC0 5 

^ rn 


NOTIFICATION OF TRANSMITTAL OF 
THE INTERNATIONAL SEARCH REPORT 
OR THE DECLARATION 

(PCTRule 44.1) 


^TTiOMroBV ^^6^ 


Date of mailing 

(day/month/year) 04/02/2000 


Applicant's or agent's file reference 

HEWF/P21824PC 


FOR FURTHER ACTION See paragraphs 1 and 4 below 


International application No. 

PCT/GB 99/03731 


International filing date 
(day/month/year) Qg f j j / ^ ggg 


Applicant 

HEWLETT HEALTHCARE LIMITED et al. 



1 • [Xl 109 ^P 1 ' 03 "* is hereby notified that the International Search Report has been established and is transmitted herewith. 
Filing of amendments and statement under Article 19: 

The applicant is entitled, if he so wishes, to amend the claims of the International Application (see Rule 46): 

When? The time limit for filing such amendments is normally 2 months from the date of transmittal of the 
International Search Report; however, for more details, see the notes on the accompanying sheet. 

Where? Directly to the International Bureau of WIPO 
34, chemin des Colombettes 
1 21 1 Geneva 20, Switzerland 
Fascimite No.: (41-22) 740.14.35 

For more detailed instructions, see the notes on the accompanying sheet. 

2, I — I The applicant is hereby notified that no International Search Report will be established and that the declaration under 
I — I Article 1 7(2)(a) to that effect is transmitted herewith. 



[ | With regard to the protest against payment of (an) additional fee(s) under Rule 40.2, the applicant is notified that: 

□ the protest together with the decision thereon has been transmitted to the International Bureau together with the 
applicant's request to forward the texts of both the protest and the decision thereon to the designated Offices. 



[ [ no decision has been made yet on the protest; the applicant will be notified as soon as a decision is made. 

4. Further action(s): The applicant is reminded of the following: 

Shortly after 18 months from the priority date, the international application will be published by the International Bureau. 
If the applicant wishes to avoid or postpone publication, a notice of withdrawal of the international application, or of the 
priority claim, must reach the International Bureau as provided in Rules 90b/s.1 and 90b/s.3, respectively, before the 
completion of the technical preparations for international publication. 

Within 19 months from the priority date, a demand for international preliminary examination must be filed if the applicant 
wishes to postpone the entry into the national phase until 30 months from the priority date (in some Offices even later). 

Within 20 months from the priority date, the applicant must perform the prescribed acts for entry into the national phase 
before all designated Offices which have not been elected in the demand or in a later election within 19 months from the 



-f — jj " 


Name and mailing address of the International Searching Authority 
Ov European Patent Office, P.B. 581 8 Patentlaan 2 
JXi NL-2280 HV Rijswijk 
Q/JI Tel. (+31-70) 340-2040, Tx. 31 651 epo nl, 
Fay (+31 -70) 340-3016 


Authorized offiyer/l^-- 

Verorytljwje Bai 1 1 ou 
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These Notes are intended to give the basic instructions concerning the filing of amendments under article 19. The 
Notes are based on the requirements of the Patent Cooperation Treaty, the Regulations and the Administrative Instructions 
under that Treaty. In case of discrepancy between these Notes and those requirements, the latter are applicable. For more 
detailed information, see also the PCT Applicant's Guide, a publication of WIPO. 

In these Notes, "Article", "Rule", and "Section" refer to the provisions of the PCT, the PCT Regulations and the PCT 
Administrative instructions, respectively. 



INSTRUCTIONS CONCERNING AMENDMENTS UNDER ARTICLE 19 

The applicant has, after having received the international search report, one opportunity to amend the claims of the 
international application. It should however be emphasized that, since all parts of the international application (claims, 
description and drawings) may be amended during the international preliminary examination procedure, there is usually 
no need to file amendments of the claims under Article 1 9 except where, e.g. the applicant wants the latter to be published 
for the purposes of provisional protection or has another reason for amending the claims before international publication. 
Furthermore, it should be emphasized that provisional protection is available in some States only. 



What parts of the international application may be amended? 

Under Article 1 9, only the claims may be amended. 

During the international phase, the claims may also be amended (or further amended) under Article 34 before 
the International Preliminary Examining Authority. The description and drawings may only be amended under 
Article 34 before the International Examining Authority. 

Upon entry into the national phase, all parts of the international application may be amended under Article 28 
or, where applicable, Article 41 . 



When? Within 2 months from the date of transmittal of the international search report or 1 6 months from the priority 

date, whichever time limit expires later, it should be noted, however, that the amendments will be considered 
as having been received on time if they are received by the International Bureau after the expiration of the 
applicable time limit but before the completion of the technical preparations for international publication 
(Rule 46.1). 



Where not to file the amendments? 

The amendments may only be filed with the International Bureau and not with the receiving Office or the 
International Searching Authority (Rule 46.2). 

Where a demand for international preliminary examination has been/is filed, see below. 



How? Either by cancelling one or more entire claims, by adding one or more new claims or by amending the text of 

one or more of the claims as filed. 

A replacement sheet must be submitted for each sheet of the claims which, on account of an amendment or 
amendments, differs from the sheet originally filed. 

Alt the claims appearing on a replacement sheet must be numbered in Arabic numerals. Where a claim is 
cancelled, no renumbering of the other claims is required. In all cases where claims are renumbered, they must 
be renumbered consecutively (Administrative Instructions, Section 205(b)). 

The amendments must be made in the language in which the international application is to be published. 



What documents must/may accompany the amendments? 
Letter (Section 205(b)): 

The amendments must be submitted with a letter. 

The letter will not be published with the international application and the amended claims. It should not be 
confused with the "Statement under Article 19(1)" (see below, under "Statement under Article 19(1)"). 

The letter must be in English or French, at the choice of the applicant. However, if the language of the 
international application is English, the letter must be in English; if the language of the international application 
is French, the letter must be in French. 
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The letter must indicate the differences between the claims as filed and the claims as amended. It must, in 
particular, indicate, in connection with each claim appearing in the international application (it being understood 
that identical indications concerning several claims may be grouped) .whether 

(i) the claim is unchanged; 

(ii) the claim is cancelled; 

(iii) the claim is new; 

(iv) the claim replaces one or more claims as filed; 

(v) the claim is the result of the division of a claim as filed. 



The following examples illustrate the manner in which amendments must be explained in the 
accompanying letter: 

1 . [Where originally there were 48 claims and after amendment of some claims there are 51 ]: 
"Claims 1 to 29, 31 , 32, 34, 35, 37 to 48 replaced by amended claims bearing the same numbers; 
claims 30, 33 and 36 unchanged; new claims 49 to 51 added." 

2. [Where originally there were 1 5 claims and after amendment of all claims there are 1 1 ]: 
"Claims 1 to 15 replaced by amended claims 1 to 1 1 

3. [Where originally there were 1 4 claims and the amendments consist in cancelling some claims and in adding 
new claims): 

"Claims 1 to 6 and 1 4 unchanged; claims 7 to 1 3 cancelled; new claims 15,16 and 1 7 added, or 
"Claims 7 to 13 cancelled; new claims 15, 16 and 17 added; all other claims unchanged." 

4 [Where various kinds of amendments are made]: 

"Claims 1-10 unchanged; claims 11 to 13, 18 and 19 cancelled; claims 14, 1 5 and 1 6 replaced by amended 
claim 1 4; claim 17 subdivided into amended claims 15, 1 6 and 1 7; new claims 20 and 21 added." 



"Statement under article 19(1)" (Rule 46.4) 

The amendments may be accompanied by a statement explaining the amendments and indicating any impact 
that such amendments might have on the description and the drawings (which cannot be amended under 
Article 19(1)). 

The statement will be published with the international application and the amended claims. 
It must be in the language in which the international application is to be published. 

It must be brief, not exceeding 500 words if in English or if translated into English. 

It should not be confused with and does not replace the letter indicating the differences between the claims 
as filed and as amended. It must be filed on a separate sheet and must be identified as such by a heading, 
preferably by using the words "Statement under Article 19(1)." 

It may not contain any disparaging comments on the international search report or the relevance of citations 
contained in that report. Reference to citations, relevant to a given claim, contained in the international search 
report may be made only in connection with an amendment of that claim. 



Consequence if a demand for international preliminary examination has already been filed 

If, at the time of filing any amendments and any accompanying statement, under Article 19, a demand for 
international preliminary examination has already been submitted, the applicant must preferably, at the time of 
filing the amendments (and any statement ) with the International Bureau, also file with the International 
Preliminary Examining Authority a copy of such amendments (and of any statement) and, where required, a 
translation of such amendments for the procedure before that Authority (see Rules 55.3(a) and 62.2, first 
sentence). For further information, see the Notes to the demand form (PCT/I PEA/401). 

Consequence with regard to translation of the international application for entry into the national phase 

The applicant's attention is drawn to the fact that, upon entry into the national phase, a translation of the 
claims as amended under Article 19 may have to be furnished to the designated/elected Offices, instead of, or 
in addition to, the translation of the claims as filed. 

For further details on the requirements of each designated/elected Office, see Volume tt of the PCT Applicant's 
Guide. 
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ATENT COOPERATION TREATY 



Sternational preliminary examining authority 



WRITTEN OPINION 
(PCT Rule 66) 




1 . This written opinion is the first drawn up by this International Preliminary Examining Authority. 

2. This opinion contains indications relating to the following items: 

I & Basis of the opinion 

II □ Priority . 
HI H Non-establishment of opinion wrth regard to novelty, inventive step and industrial applicability 

IV □ Lack of unity of invention .- k-i*w. 

V B Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, inventive step or industr.al appl.cab.lrty, 
citations and explanations supporting such statement 

VI S Certain document cited 

VII H Certain defects in the international application 

VIII H Certain observations on the international application 



3. The applicant is hereby invited to reply to this opinion 
When? 



See the time limit indicated above. The applicant may, before the expiration of that time limit, 
request this Authority to grant an extension, see Rule 66.2(d). 

How? By submitting a written reply, accompanied, where aPP^^^^? l,t, • aCCOT ^ g * ^ 

For the form and the language of the amendments, see Rules 66.8 and 66.9. 

Aiort* For an additional opportunity to submit amendments, see Rule 66.4. 

A For me examiner's oblige tion to consider amendments and/or arguments, see Rule 66.4 b,s. 

For an informal communication with the examiner, see Rule 66.6. 

II no reply is filed, the international preliminary examination report will be established on the basis of this opinion. 

The final date by which the international preliminary /n0/0 nn 1 

examination report must be established according to Rule 69.2 is: 1 1/03/2001 . 



Name and mailing address of the international 
preliminary examining authority: 

European Patent Office 
D-80298 Munich 
y*" Tel. +49 89 2399 - 0 Tx: 523656 epmu d 
Fax: +49 89 2399 - 4465 



Authorized officer / Examiner 
Isert, B 



Formalities officer (incl. extension of time limits) 
Senkel, H 

Telephone No. +49 89 2399 8071 




* c r»n PCT/IPEA/408 (cover sheet) (January 1994) 



WRITTEN OPINION Inte rnational application No. PCT/GB99/03731 

I. Basis of th opinion 

1 This opinion has been drawn on the basis of (substitute sheets which have been furnished to the receiving Office 
' in response to an invitation under Article 14 are referred to in this opinion as ongtnally filed .). 

Description, pages: 

1 _59 as originally filed 

Claims, No.: 

1 -29 as originally filed 

2. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

3. This opinion has been established as if (some of) the amendments had not been made, since they have been 
considered to go beyond the disclosure as filed (Rule 70.2(c)): 

4. Additional observations, if necessary: 



III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non-obvious), 
or to be industrially applicable have not been and will not be examined in respect of: 

□ the entire international application, 
H claims Nos. 1 ,4,24, 26-29, 

because: 

B the said international application, or the said claims Nos. 24,26-29 ^J^^^^S^ * ^ 
following subject matter which does not require an international prehminary exam.nat.on (specrfy). 

see separate sh t 

□ the description, claims or drawings (indicate particular elements beloW) or said claims Nos. are so unclear 
that no meaningful opinion could be formed (specify): 
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□ the claims, or said Cairns Nos. are so inadequately supported by the description that no meaningfu. opinion 
could be formed. 

H no international search report has been established for the said claims Nos. 1 ,4 . 



V Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, inventive step or industrial 
" applicability; citations and explanations supporting such statement 

1. Statement 

Novelty (N) Claims 1-6,8,12,16,21,23-26 : No 

Inventive step (IS) Claims 1 -29 : No 

Industrial applicability (IA) Claims 24,26-29 



2. Citations and explanations 
see separate sheet 



VI. Certain documents cited 

1. Certain published documents (Rule 70.10) 
and / or 

2. Non-written disclosures (Rule 70.9) 
see separate sheet 



VII. Certain defects in the international application 

The following defects in the form or contents of the international application have been noted: 
see separate sheet 

VIII. Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the question whether the 
claims are fully supported by the description, are made: 

see s parate sh et 
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SEPARATE SHEET 

SECTION III 

Claims 24,26-29 relate to subject-matter considered by this Authority to be covered by 
the provisions of Rule 67.1(iv) PCT. Consequently, no opinion will be formulated with 
respect to the industrial applicability of the subject-matter of these claims (Article 
34(4)(a)(i) PCT). 

Claims 1 and 4 are examined on matter which has been searched. See the remarks 
made on form PCT/ISA/210. 



SECTION V: 

1 ). The following documents (D) cited in the International search report are referred 
to in this communication; the numbering will be adhered to in the rest of the 
procedure: 

D1 =WO-A-98 51300 
D2 = US-A-4 232 012 
D3 = GB-A- 1 525 294 
D4 = GB-A- 1 595 220 

D5 = WO-A- 85 00015 (also cited in the application) 

Unless indicated otherwise reference is made to the relevant passages 
emphasized in the search report. 

1.1 The intermediate document D1 comprises essential parts of the present 
application (cf. the Exmples); however, no emphasis is put on a certain 
disintegrant to chromone ratio. 

D1 is relevant for the subject-matter of present claims 1-5,7,10-12,14,15,17-29. 



2). Novelty: 

The subject-matter of Claims 1-6,8,12,16,21 ,23-26 is not novel. 
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The documents D2.D3.D4 and D5 disclose antiallergic cromoglycii 
which may be enteric coated (D2.D4), comprise a surfactant (D3), 
disintegrant material in a ratio of at least 1.2 : 1 chromone (D2). 



3). Inventive step: 

The subject-matter of the claims is not considered inventive: 

The present application relates to enteric release formulations comprising 
chromones. Similar formulations are known from D2, D3.D4 and D5, which 
however do not comprise the particular features found in present claims 9 and 10 
(ratio, coated pellets), eg. 

The problem to be solved by the present application is to enhance the 
bioavailability of oral chromone formulations, cf. description pages 3-4. 
It has not been shown in the present application that the use of certain 
disintegrantchromone ratio, or of spherical pellets, resp., brings about the des.red 

effect. 

Hence, there is at present no indication for the presence of an inventive step. 



4). Industrial applicability 

For the assessment of the present claims 24,2.6-29 on the question whether they 
are industrially applicable, no unified criteria exist in the PCT. The patentabil.ty 
can also be dependent upon the formulation of the claims. The EPO, for example, 
does not recognize as industrially applicable the subject-matter of claims to the 
use of a compound in medical treatment, but may allow, however, claims to a 
known compound for first use in medical treatment and the use of such a 
compound for the manufacture of a medicament for a new medical treatment. 



SECTION VI 
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D1 



= WO-A-9851300, publication date 19.1 1 .98, filing date 1 1.05.98, priority date 10.05.97 



SECTION VII 

5) Contrary to the requirements of Rule 5.1 (a)(ii) PCT, the relevant background art 
disclosed in the documents D1-D4 is not mentioned in the descript.on, nor are 
these documents identified therein. 

6) . The formulation A3 at pages 43-44 seems to be incomplete in that there is no 

Sodium Cromoglycate. 



SECTION VIII 



7) Claims 1 and 4 do not clearly define the matter for which protection is sought m 
tha the dissolution property may depend on both the chromone and the 
excipients Moreover, the claims attempt to define the subject-matter in terms of 
the result to be achieved which merely amounts to a statement of the underlying 
problem. The technical features necessary for achieving this result should be 
added. Cf. claims 2,3,5-7. 

8) . The term "chromone" used in the claims apparently lacks sufficient elucidation in 

the description. 

9) The term "about" used in claims 5,9,1 1,1214,15 is apparently not defined in the 
description. Hence the corresponding amounts/ranges are not clear. 
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NOTIFICATION C^F TRANSMITTAL OF 
THE INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 

(PCT Rule 71.1) 



Applicant's or agent's file reference 
HEWF/P21824PC 



Date of mailing 
(day/month/year) 



16.01.2001 



IMPORTANT NOTIFICATION 



International application No. 
PCT/GB99/03731 



International filing date (day/month/year) 
09/11/1999 



Priority date (day/month/year) 
11/11/1998 



Applicant 

HEWLETT HEALTHCARE LIMITED et al. 



1. The applicant is hereby notified that this International Preliminary Examining Authority transmits herewith the 
international preliminary examination report and its annexes, if any, established on the international application. 

2. A copy of the report and its annexes, if any, is being transmitted to the International Bureau for communication 
to all the elected Offices. 

3. Where required by any of the elected Offices, the International Bureau will prepare an English translation of the 
report (but not of any annexes) and will transmit such translation to those Offices. 



4. REMINDER 

The applicant must enter the national phase before each elected Office by performing certain acts (filing 
translations and paying national fees) within 30 months from the priority date (or later in some Offices) (Article 
39(1)) (see also the reminder sent by the International Bureau with Form PCT/IB/301). 

Where a translation of the international application must be furnished to an elected Office, that translation must 
contain a translation of any annexes to the international preliminary examination report. It is the applicant's 
responsibility to prepare and furnish such translation directly to each elected Office concerned. 

For further details on the applicable time limits and requirements of the elected Offices, see Volume II of the 
PCT Applicant's Guide. 



Name and mailing address of the I PEA/ 



European Patent Office 
D-80298 Munich 

Tel. +49 89 2399 - 0 Tx: 523656 epmu d 
F*x: +49 89 2399 - 4465 



Authorized officer 
Hundt, D 

Tet.+49 89 2399-804? 
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NOTICE INFORMING THE APPLICANT OF THE 
COMMUNICATION OF THE INTERNATIONAL 
APPLICATION TO THE DESIGNATED OFFICES 

(PCT Rule 47.1(c), first sentence) 



Date of mailing (day/month/year) .. 

18 May 2000 (18.05.00) 
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To: 



BASSETT, Richard, S. 
Eric Potter Clarkson 
Park View House 
58 The Ropewalk 
Nottingham NG1 5DD 
ROYAUME-UNI 



Applicant's or agent's file reference 

HEWF/P21 824PC £ZZ^_£~^* 


n \ IMPORTANT NOTICE 
1 


International application No. 
PCT/GB99/03731 


International hTing date (Uay/month/year) 

09 November 1999 (09.11.99) 


Priority date (day/month/year) 

11 November 1998 (11.11.98) 


Applicant 

HEWLETT HEALTHCARE LIMITED et al 



1. Notice is hereby given that the International Bureau has communicated, as provided in Article 20, the international application 
to the following designated Offices on the date indicated above as the date of mailing of this Notice: 

AU,CN,JP,KP,KR,MA,US 

In accordance with Rule 47.1(c), third sentence, those Offices will accept the present Notice as conclusive evidence that 
the communication of the international application has duly taken place on the date of mailing indicated above and no copy 
of the international application is required to be furnished by the applicant to the designated Office(s). 

2. The following designated Offices have waived the requirement for such a communication at this time: 

AE^AM^A^AZ^BB^G^R.BY^ 

G^GM^R.HUJDJLJNJS^KE^G^Z.LC^K^LR^S^T^U^MD^G.M^M^MW.M^NO^NZ.OA, 

PL,PT,RO,RU,SD,SE,SG,SI,SK,SLTJ/rM/rR/i^^^ 
The communication will be made to those Offices only upon their request. Furthermore, those Offices do not require the 
applicant to furnish a copy of the international application (Rule 49.1(a-bis)). 

3. Enclosed with this Notice is a copy of the international application as published by the International Bureau on 
18 May 2000 (18.05.00) under No. WO 00/27392 

REMINDER REGARDING CHAPTER II (Article 31(2)(a) and Rule 54.2) 

If the applicant wishes to postpone entry into the national phase until 30 months (or later in some Offices) from the priority 
date, a demand for international preliminary examination must be filed with the competent International Preliminary 
Examining Authority before the expiration of 19 months from the priority date. 

It is the applicant's sole responsibility to monitor the 1 9-month time limit. 

Note that only an applicant who is a national or resident of a PCT Contracting State which is bound by Chapter II has the 
right to file a demand for international preliminary examination. 

REMINDER REGARDING ENTRY INTO THE NATIONAL PHASE (Article 22 or 39(1)) 

If the applicant wishes to proceed with the international application in the national phase, he must within 20 months 
or 30 months, or later in some Offices, perform the acts referred to therein before each designated or elected Office. 

For further important information on the time limits and acts to be performed for entering the national phase, see the 
Annex to Form PCT/IB/301 (Notification of Receipt of Record Copy) and Volume II of the PCT Applicant's Guide. 
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(57) Abstract 

Orally administered sodium cromoglycate has been found to be effective in the treatment of allergic conditions such as asthma, 
general food allergies, ulcerative colitis, atopic eczema, chronic urticaria and irritable bowel syndrome if it is presented such that the 
sodium cromoglycate becomes bioavailable within (10) minutes of exposure to intestinal fluid. The sodium cromoglycate may be presented 
as enteric-coated tablets or individually enteric-coated pellets or microgranules packaged with disintegrant in a ratio of at least 1.2:1 
distintegrant: sodium cormoglycate (w:w). Optionally, the patients are first selected to have a total serum IgE level of at least 150 iu/ml. 
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